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FEDERAL FOOD, DR{JG r AND COSMETIC ACf OF 1938 

\ : "»-'*■"- •iM.'"'". '•""•■'. ;. 

(June 2S, 1938, Chapter 67S, Public Law 75-717. 52 Stat 1040. as amended; 21 U/S.C. Sec. 
301^3914 '; '•'/: 

AN ACT TO prohibit the movement |n interstate commerce of adulterated' and misbranded food, 
drugs, devices, and [cosmetics,' and for other purposes. •■ - 
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Fadoral Food, Drug; and Cot motto Act 
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i?&f . ivuffi:Wiidi.Is,reiiuir«i by angulation 



mder 



ubsecu^n (b).of section S15 to . 



...exemptfrom section S15 under section 520(g), and 

• (ifXD for which an application for premarket approval or 

product development protocol was not filed with the Secretary witian/the ninety-day period 
. begbinuig«^dateofthepron;id«faa<>hofsuchreguh^or 

(ID for which such an.appHeation was filed and approval of the application has been 



ed or the approval of the device underthe.protoool hasbeeh withdrawn;; 
(BXO which was classified under section 513(Q into class. III. which under section 515(a) is 
' required to ,have hi effect an approved- application for 'premarket' approval, and which is not 
exempt from section S15 under section 520(g), and. 

' &) which has an application which has been suspended or is otherwise not in effect; or 
/ £C) wjiich.was classified under section 520(3) mto class*!!!, which under such section is 



id to have in i 
which has be 
C2XA)Inthe. 
Dvestigatlonal. 



an approved application under, section 515, and which has an application 
51300 .In' 



the ninetieth day after the date 



not apply with respect to such device during the period 
e i of. the promulgation. of' the. irgubOonspre^bW the 



nulgated under subsection (b)-cf section 



515; paragraph (I) shall not apply with respect to such device during the period ending-, 

(i) on the last day of the thirtieth calendar month beginning after the month in 'which the 
•' classification o^'the device in class III became effective under section 513, or 

$0 on the ninetieth' day after thedate of the promulgation of such regulation. 



(|2iSC] JDevJc».NotrnComp.Man>ewlth'Go6dManiracturingPra^ 

0©tf itisa<!eviee'a^fthe ; meti^"u^ . 

packing, storage, or installation are not in conformity with applicable requirements under section 
5200X0 or an applicable condition prescribed by an order under section S20CTX2). 

[f21BE] [Devices Not in Compliance with Terms of Investigational Use Exemption]. 
- (Dtfitis.adevta-f«wMchraexemption.has been granted 
use ted the person who was granted such exemption or any investigator who uses 
such exemption fails to comply with a requirement, prescribed by or under such section. 

(June 25,1938, Chap. 675, Sec. 501, 52 Stat 1049; July 12, I960, Pi. 8&618. atie,!. Sec, UBCbXD. 
74 Stat. 398; October 10, 1962, Pi. 87-781. title I, Sec. 101, 76. Stat. 780; July 13, 1968. Pi. 9M99, 
Sec. 5101(a), 82 StaL 343; May 28, 1976, Pi 9+-29S, SecT 3, 90 Stat 576, Sec.' 9, 90 Stat, 583; 
November 10. 1978, Pi. 95-633. 92 Stat 3773; November 28, 1990. Pi. 10*629, 104 Stat 4511; 
October 29, 1992. PJL. 102-571. 106 Stat 4491;vNov« ? nber 21. 1997, Pi. 105-HS, 111 Stat 2296; 21 
VS. Code, Sec. 351.J '.'.-.' 

11221] MISBRANpED DRUGS AND DEVICES ' 

. li^^A.v^.orcWvices^ ...'". 

(T222I [Fate iOr Misleading Labeling} 

• A L .tslabeWis fabe or misleading 1 in any particular. Heto care economic information provided 
to a foriiiulary committee, or other 'similar entity, id the course of the committee or the entity carrying 
out its responsibilities for the selection of drugs for managed care or ether similar organizations, shaH 
not be considered to be false or misleading, under this paragraph if the healthcare economic information 
directly^ relates to antodicati&approved under section 505 or imder section 351(a) of the Public Health 
Service Act for such drug and is based on competent and reliable sclentfflcevkie»^ The requirements 

©1998, CCH INCORPORATED 
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■ : i863-:;5#5J98-; ' . ' ' Federal Fqo*Briifc:«n«sw(M«tie *ct ' ' '...':.- ; - .. : &fi&jL' ' 

. 'set' forth In seettoni5G5^:Br;in sdctiondSifoxjr *he l^bHc x M$aMi Service. Act shall.not app$i to health ' 
• care economic ihfomjation provided $i» .. a aramltteeiOF entity In. accordance withttnfcparagrapK.. '"" 
•. thai Is - -lejj =r< t ' Hie sub •„-«• itii .-; .'.,- he J I art «, roi ii f ••roatjon presented j 



Icuumiatx u Uvat is t<;l«4»i t» the „ul _, .-,,._, - 

puruant (o thi pura^ph^Voe mad Available l/th Secrttan upon reques In th. paragraph 
.OtelB TKrlth^-re ffl^... Iiim>uji<<»<-. <u *■: tut, -writ's tharldenttfles, nreas j-w -wo^r -- 
<w *».*«-. . sSeSuen&S „- -i>. - - . tti - it si he e uol'lk.^ mfc -,-, ,. I - ~_ if.Vdroi 
to Uieuseof another drui;, to anclhffb^^ ■' '" - 

F rCCH Exp5*B»fi( n. uwes sai rulings, ccef TO U t; 70.127 
[1 223) [Name and Place <-« BuiiBek Qu .orityol CobK bts) 

...■ <b).Hta package foWunless ft bears^^^ r u- .'•;.;' .,.v.J-';>V-" " l.U". ! ; : - ■'-". 

0) Uw name and place «- f business of the manu:acturu\ packer, isr distribute-, and 
. (Z) an accurate staten-intaf the quuitil* of the cartjsits in terms ii m " 
numerical.cnum.r--v--'* , lr.- undey--'dause5| •• hi yacagraph reasonable 
.'(•-j, *»} -,«*.»pw,wi a, ».. »,jB i-..kiae. biuij be est Airbed, by rr 



For£cti r (pl.iD.tioa, -. j-..- :.-=..( rulings. «ee 1 /■.-.« ; 7BU51. 

B^WJ Vrominencc of Required Mbdioc: . " 

•.f.c).if any Word, statement, orotber Information required by or wider auUnMty of thfc-Act- to- appear 
onti^label or laU." .-;.,'>• ^ r -, v - entlynjace ■ «-• Ith such conspicuousness (as compared with 
' ot&jf words, statements, p*es§ ir (fevfa > the labeling) and in such tends as to render it likely to . 
- be read and understood by the.ordinaiy iniljvidiial undeir customary conditions of purchase and usfc. 

f «,r^ 4 ii explanation ■* .-,,-G-t ' :>"igs,seef 70461. 
d-iJ [Bail Forming Drag] *._-, _ i( , _•..'- 

drpgs was. repealed effective February 19, 1998, under 
^aO%«4«'fS^2296^Cfl.J- 
.,..>«>> , ■ ■ < ■ si « H ! >plji« (>- ings, see f 70,157. 

■ (T226) [Nanteof Druj-or Deyiceand Names andQuaatitiesof DruglngredUinU] . : 

■ -'(eX,lXA> V It is a drug, unless its labei beal t& & <-> elusion- of any other nonproprietary name .'>>. 
:(aB^t;the,aj>j^<^sy^envaU^^ 
'.•-'.' " ' (0 the established name ( deimtd in -u. r s-.: <■-,.!, (3» of the drug, if there is sucha . 

• •*■ ' - ?„jJ,i J*-' f u . ,,ui!i't, <■. ifj determined to be appropriate; by. .the • 

teCrttary'j Jm'. - -,_•«' * i:each . 1I i J »emgreo^ti,includliig.tht quantity, Jkind tl and srepoc- 
.. Jtion of-! '-;!, .1 alw including whether' active or not the established, -name and : . 
- 4 M»t. v < -tdetei^laedtobeappropriatcbytlwSeci«tary„tne;propott]on.pf any bromides, 
: .^ .«Oier,<jucWormi aoetamlid^;ac^heaeti . 

,-/,»_; «-^hy«cyaianB Sb^^5digftai^ oy»felis.;g^^ . 

nine tl »' , «• any -derivative. «r preparation of any sudi substances, contained theEein,: ■ 
esccep! thai _oe iscjuiretaentforistating the quantitiy, of-the-active ir«redisats,'opieE*han.the . 
. •'-.-• .quanHtyo£<hnseS>e^ficaIfynainedin^^^ 



™» TK™*.-,' ■:',"■ :■■:■■ --1' >7 ."•■'•''- -■•~ / ' ■ '.--' 

- (UO the estabKshed name of eadi inactive ingredient listed In alphabeUcal order on the'"- 
. " ■ . . wca&.cbntaiBecof the reQU packaige.and; K,(l«termigSl.(io ^"appropriate.by .thtSecrttaiy; . 
Ihiimniletote^tainer.as 
t ,3t notMng'todils'Siibaausi-srBUl be oe«med to require'thafanytrade secret be divulged, 
■l f'^SH^-atfiept' thaWfei ^uirtsnjenik'.af ^ thB-subclause vrith Wspecfcto ahsftabtticar order snail 
' ,n.,. -A I iJonpre^ption-a^^that»*SotTikrtS>smea 
-"E t.-^«:app1y<t«ft4np^ekH^ , - , . ■ •>» , 



^C6«ta«tWiJi*We^brt« . 



20* #502 #22^ < 
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./:^^requfi^eritsi#s<«fela«se:(8)'-Bir;{uI) faf-'clauie <#'»•« clause, is impracticable,, i 
xbe estabhibed by nidations promulgated byahe Secretary. - - 1 

^ » "U^a^e-dc^ai!^ rt ha, an ewajriisbcd flan* unless its laqel bears,, to the e 




such. name .and such di .. , 
,, the offl^.tltk thereW in such compendium, or iQ if neither clause ^4) r>;r clause (B> xrf. this / 

aibjjaragraghappHe thentht i„.i n/p&usjia] name, 05 4f such dNg« of such ir«redlent • .-i-e 
.w «**», ctase (B) of t% : subfsaragraJ3h applies -to' "an' article -fc#M^.Mi tlieltatti States 
peKandfr —* 



;snan;api>Jy; ^ 



coBJpendium,or(0 If neither clause (A) nor clause (E).iru u '... -:-.^i-.., li i lien any cdmlftoa. 



•t:;-1 (L-iruiK-Bti.t Mv «!,•„, -.,;„,;; >A £ re-UseMa teDangeriusJ 
ffldnfeifalabdingbears ''':"'■ ;'■■'" o :"'' "• 
■ [•'•.- (I)abVpjatedirectlpnsfor.use;and\ ':-■'. ..-•■••-'- '■:•,■'«■•;*, ■ !'•• *. . 

• >*. • <2) such adequate *umjijgs asaiiil use in those pathological tonaiti«ns Jr by dniarvi whew 
i; "■ ^ft'i be.4jngeK>u .vV^tb; or agatosn&saW dosage or ■. -■'. r'd'u jUonfoTSdminiStra- 
»;• .«fifflsc'applicatjdh,''in; such manner and iBrmT as-are. .necessary for the protection of users,.exoept 
■ . • ; that 5*here any requirement of clause (l).of this. paragraph, as applied to any drujf or device, is. riot 
\-\\ neeessM^'for : the!prptectton of the: publfc*eahh; ■the' Secretary' sha^. : pwmulgate»reguj«iioiis 
.•;■; excpiptrng such draj or device from such requ.irenK.'it. 

\ ir ; ctHExptoaBtion;.oaaei'airf:i^ioga,-iid l /" 1.. ■. T - 15S;^1?S 
II 229J {Packaging and Lab hog as Prescril Un Official C .; .diuW] 
Cgj Kitpuipotteto : 'pea;druytteT^|rKof.wb^ 



P*4aged aaalabeledraspriesAi^ of.-. . 

■ the Secrelairyi^Whenever a:drug fe-irecognt^-laibi&M: tte£Ur4te* States;i*armia>peia:.and the'"-' 
Homeopathic PrMfacopotoif the iJnited States; «;shaUbesubject^' the re^ulremehtsiofthe United 

. Statesf«iafln*x*ela,^i«spect tbj>ackag5hgaad labeling uiiUssit is labeled aitdoffen*!.**- safe as a 
homeopa fl#rdriig; In wHchiase it sr^be'siibject'to thei>h>visibnsjoi.tbe Horrieopa'thtcHiarmactipoeia 
of trwUWted-Statesjandnotito those of theUhited StatesPhariracopeia;:^^!^!; tofhe event of 

■ ha»islstei^ Between the requlreromte of tlusp : 
tfhlchtiKdwtjHkfoj^entes^ . ' 

:\. ,_ , ForCCHExplacit.,.-.. as ,^J rfci.c.,'. j.*iro,lS9; HULL 

ft 236} . {Precautions Again*1 Delen .r.tlonl 

^•Ehhs»beenlvwijbi d* Sw-Uir* ti t>i*<fr^K 3 <iri»->ciafarriy*.>>ntat J.'i.p**iitdw 
such fonjj and manner, and Itijabetbears « stab^nent.of ,&ch prestations* ay the Secretsuy shall by 

■■'■^^i^re.ts'vtsasvs for the projection of ti* u > health r, , j: r-guliyon shall be 
established/* anydrug recognized uww offldat compendium uufi 1- ieerejsuj Jail have informed 
the ; agpropHate POdjt.^(Sr^edwith.jtl!e revjsion-of such compeikBum of the needfc^ such jiadaigihg or 
^beUAC nqii^e nen.ts arid su* body shall ha .• failed *iijiiri a reasonable tjto :■ prestritx sittch . 

for CCH Explanation; cases aid rnUngi, fee 1704^. 

' -. - 01998,-C Cil INCOB F 01^1^3 
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Fadarai Food, Drug, and Cosmetic Act 



H23« 

COO) mt Is a drug and its co 



For (XH Explanation, cases and ruling, see 1 70,213. 



sa and rulings, see 1 71X223. 

(12331 (Sate Under Name of Another Drug] 

(3) if It is offered far sals under the name of another 'drug. 

•■ For CCH Explanation, cases andrulings, see 170,227. 

H 234] ..(Dangerous When Used as Suggested In Labeling] . 

© Hit Is dangerous to health when used in the dosage or manner, or with the frequency or duration 
" " commended, or suggested in tht " 

For CCH Explanation, cases and rulings* see.f 70499. 




ig Cotmsttc Law Raports 
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tint. device (1) a true.statement of the device's esjal 



k thereof, > 



510(|X if a notice or other information respecting it was not provided as requited by,:SUCh sectioaor 
section S10(k), or if it does not bear such symbols from the uniform system for identification of devices 
prescribed under section 510(e) as the Secretary by regulation requires. 

" ForCCI<ExplaaVtlon..caae«aiidniIuigs > KeT70^37;:7a24iL 

[f240] (Special Packaging Standards] ' '-"'• '■ 

. (p) If it is a drug and its packaging or labeling is in violation ot an applicable regulation issued 
pursuant to section 3 or 4 at the Poison Prevention Packaging Act of 1970. 

For CCH Explanation, cases and rulings, see f 70,215. 
HI 240A] [Restricted Devices] 

Cq) In the case of any restricted device distributed or offered for sale in any State, if (1) its 
advertising is fake or misleading in any particular, or (2) it is sold, distributed, or used in violation of 
regulations prescribed under section 520(e). 

. IT240B] [Advertising of Restricted DeyicesjName, Uses, Warnings) ,.' 

:(r) In the^ase of am? restricted, device distributed or offered for sale In any State, unless the 
r distributor thereof , includes In all advertisements and other descriptive 
r, paeker^or distributor wjth respect to 
. oe -as defined in section S63(t\. nrinted 
prominently arid In type at least haK as krge as.tliat used for any trade or brand na 
a brief statement of the intended uses of the device and relevant warnings, precautions, sin 

contraindications and, in the case of specific devices made subject to a finding by the St , _„ 

' notice and opportunity for comment that such action, is. necessary to protect the public health, a full 
description of the components of such device or the formula showing Quantitatively each ingredient of 
sucn device to the extent required in regulations which shall be issued by the Secretary after an 
■opportunity for a hearing. Except in extraordinary, circumstances, no regulation issued under this 
paragraph shall, require prior approval by the Secretary of the content of any advertisement and no 
advertisement of a restricted device, published after the effective date of this paragraph shall, with, 
respect to the matters specified In this paragraph or covered by regulations issued hereunder, be subject 
to the provisions of sections 12 through 15 of the Federal,Trad.e Qimmisslon Act (15 UiC. 52-55/. This 
paragraph shall not be applicable, to any printed matter which the Secretary determines to be labeling 
as defined in section 201(m). _..... 

H240C] CtabeUng Conforming to Performance Standard] 

. (s) If it is a device subject toa performance standard established under section SK-unless it bears 
such labeling as may be prescribed to such performance standard. . . . .. V. 

•'. If ^KWC»J . Failure Pto Notify of Defect: Finure^ File Beppr.* ... P ., ..r,i j ' 

(t) If it isa device and there. was a failureor refusal (l),ip comply with any requirement prescribed 
under, section 518 respecting the device, (2) .to furnish any material or information reqUired,by ac under 
section 519 respecting the device, or. (3) to,coroph/ with a i^uirenient under section 522. 

Dune 25, 1938, Chap. 675, Sea 502, 52 Stat. 1050; June 23, 1939. Chap. 242, Sec, 3, 53 Stat 854; 
December 22; 1941, Chap. 613; Sec 2, 55 Stat 851; July 6, 1945, Chap. 281, Sec. % 59 Stat 463; March 
10. 1947, Chap. leVSec 2. 61 Stat 11; July 13, 1949, Chap: 305, Sec. 1, 63 Stat 409; August S, 1953, 
Chap;. 334, Sec. 1, 67 Stat 389; July 12, I960, PL. 86-618, Sec. 102CbX2). 74«at 398; October iO. 
1962,-fX. 87-781, Sees. lOSfc), 112(a), 112(b), 112(c). 131(a), and 305, 76 Stat* 785, 790, 791, 795; 
July '13, 1968, PX 90O99, Sec 105(a), 82 Stat 352; December 30, 1970. PX 9J-601, Sec 7(d), 84 Stat 
Vm-Wiy 28i 1976V.PX, 9+395,. Sec.3, 90 Stat 577; Sec 5, 90 SUt 580; Sec 9, 90 Stat 583; 
NovenroW 14 1978, PX. 95-633*92 Stat'376B; Juhe.16; 1992, PX; 102300; 106 SUt 238; October 29. 

. 1992.PX 102:571,406 Stat .4491; August 13. 1993, PX 103*0, 107-Stat 773; November 21, 195(7, 

. PXll05-H5;1llSut2296;"2lO&Cride>Sec352:i 



f|245] DJrugf or Devices to Be Processed. Labeled, or Repacked Elsewhere] 

Sec. 503,. (a) Tne Secretary is.. hereby directed to promulgate regulations exempting from any 
labeBng.or packaging r^uiremenV of/this Act drugs and devices which are, in accordance with the 

f240 Ae*§5Q$ ©1998, CCH INCORPORATED 
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.[1 251] [PRE^IUPTION < DKUG MARKETING] 
Food Drug Co*m«UcU» Report! 
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3616 FadaralUrars .. J843 1-W8 

K251A] [Sale of Drag Samples] 

■'' (cXD N» person nu^seti, purchase, or trade or offer to seH purchase, or trade any drug sample. For 
■ purposes of this paragraph and subsection (d), the term "drug sampk" means a unit' of a dru& subject 
to subsection (b), which is not intended to be sold and is intended to promote the sale of the drug. 
Nothing in- this, paragraph shall subject an officer or executive of a drug manufacturer or distributor to 
criminal liability soksy because of a sale, purchase, trade, or offer to sell, purchase, or trade in vioiation 
of this paragraph by other employees of the manufacturer or distributor, ■" 

... For CCH Explanation, cases and rulings, see 170,244. 

FI251B] (Sale of Drug Coupons] 

(2) No person may seD, purchase, or trade, offer to sell, pi 
coupon. For. purposes of this paragraph, the term "coupon" m 
cost or at a reduced-cost, for. a, drug which is prescribed lnac 

•■ For CCH Explanation, cases and rulings, see \ 70,244. 

[J251C] prug> purchased by Healtn Care Entitles] .. 

. No person may seJJ, purchase, or trade, or offer 'to seu, purchase, ortradcany drug-p- 

. (Qwhlch Is subject tosubsection Co), and 
',';. tWOi) which wi»spte*ased^ 

. (IQ which was donated or supplied at a reduced price tea cha 
. ... described inaction SuKc)(.3j of the Internal Revenue Code of 1954/ 
(B) Subparagraph (A) does not apply to — 
•: ■ " ■ 4 TO the purchase or other acquisition by* hospital or. other health care entity which is a 
member of a group purchasing organization of a drug for Its own use from' the. group 
purchasing organization or fromotber hospitals or health care entities which are members at 



,'i. = Cd) the sale, purchase, or trade of a drugor ah -offer to sell, purchase, or. trade ft drug by an ' 
;.. organization described in subparagranh-(AXUXn).-to a.nonproflt affiliate of the organization 

tetheertent otherwise permitted by bw;^ ; v •-. -v.' 

" ' (uDasalt,pimiias«,orlradec^adiTJgor^o£iertoKltpurchaK,i^tr^eadrajan»«ig 

hospitals or other health care entities which are Under' common control, 

. Qv) a.saJe*puronasei or. trade of a dru£ or an o/fw to sdl, puidiase, or trade a drug for 



alleviate tempcrary shortages of the drug arising fran delays'in or interruptions of regular distribution 
For CCH Explanation, cases and rulings, see f 70^245. 
[f ; 251D] [distribution of Drug Sampies] '.'*'■"■'. 

'(dXl) Except as provided in paragraphs (2) and (3), no' person may distribute any drug sample. Fa- 
purposes of this subsection, the term "distribute" does not include the providing of a drug sample to a 
patient by a— . ■ • .;;'•'-, ■--.:■.-•.■ 

: (A) practitioner licensed to prescribe such drug. 

(B) health care professional acting' at the direction and under the supervision of such a 



iiLaccsttlanee.wtthtn . ... _ , , _ r 

licensed to prescribe such drugs'or, at the request of a licensed pracUtiuner, to pharmacies of hospitals 
or.other health care entities. Such a distribution cf drug samples may only be made— 

$2$JLA (\i&tt% 503 . Cl998,CCH.INCpRppRATED 
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i [Wholesale DittribuUon of Drugs] 




0X3)i and (p) of such section, and , 

f251E Act §503 



01938, CCH INCORPORATED 
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1872 7^38 twkrat Food, Drag, irtd Coim.dc Act 3$19 

' H " " (B) shall be' exempt from the-packaging requirements of subsections (g% (h), and (p) of such 
.-'•■• (0;when dispensed by a". licensed vet erinarian, the ^driig bean; a label cootainihg the 



rae«t$ specked 6yttepr4n3tjoner, or .'.".[ 

(11) when dispensed by 'filling the lawful order of a licensed veterinarian, the drug bears a 
labd contaiiung.the name and address of the dispenser, the serial number and date of the order 
or of its filling, the name of the licensed veterinarian, and the directions for. use and cautionary 
statements; if any, contained in such onler. 

The preceding sentence shall not apply to any drug dispensed in the course of the conduct 
of a business of dispensing drugs pursuant to diagnosis by mail. 

For CCH Explanation, cases and rulings; see f 74506. 






^ibsl^tlil^uijalence of an article. ■. .....'...■ . 


• 


"(3) The Secretary shall promulgate regulations to implement- market clearance .procedures in 
accordance, with paragraphs (l).and (2). .not later, than 1 year after the date of enactment of this 
subsection.' 
. .(-f) As used in this subsection: \ 




. (A) The term "biological product? has Hie meaning given the term In section 351(1) of the 
Pubnc Health Service Act (42 U.S.C. 262(0). 




<B) The term "market clearance" includes^- ' ■• 




(i) approval of an application under section 505. 507. 515, or 520(g)i 


..-"•■■ 


.(H) a finding of substantial equivalence under this subchapter, and ! 


. (iji) approvals ^biologies liceiisejpplication Under subsection (a) of section 351 of the 
... •. Public Health Service Act (42 UiC.262). : 1 




For CCH Explanation, cases and rulings, seef 2161; 70,071. . 
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. Uuoe 25, 1938. Chap. 675, Sec, 503, 52 StaJ. 10$I; October 26, 1951, Chap. 578, Sec, l,,6S:Stat 648; 
October 10. 1962. Pi. 87-781, Sec. l04(eX2), 76 Stat 785; December 30, 1970. P.U 9W01, Sec,7, 84 
Stat 1673; Aprjl 22, 1988,; PX, 100-293, J02 5W.-9S; November. 16, 1988, PL. 100*70. 102 Stat. 
3971; November 2$. 1990;g,L. 101-629. 104Statl451>. f^u* 17, . 91. ^1 1< 2 108. 105Stat.549; 
June 16, 1992, P.L.102«K),'&6'Stat 238; August 2&71992V.PX, 102^53..106 SUt'941; October 9. 
1996. PL. 10+250, 110 Stat 3151; Nobember-21, 1997. P.L. 10W15, 111 Stat 2296; 21 US. Code. 
Sec.353J •," ' ■ . ■■ ; • . ,• • 

H253A] PHARMACY COMPOUNDING. 

m+CA VTION: Sec. S03A takes effect on November 21. 1998 (see Sec: 127(b) of the FDA 
ModerahatioaAct.I1193M).-^£CH. 

Sec 503A. (a) IN GENERAL.— (Sections 501(aX2XBX 502(1X1), and 505 shall not apply to a dhjig 
product if the drug product is compounded for an Identified individual patient based on the unsolicited 
receipt of a valid prescription order or a notation, approved by the prescribing practitioner, on the . 
prescription order that a compounded productis necessary for the identified patient, if the drug product 
meets the requirements of this section, and lif the compounding— 
. (l)isby— J '•',*: .. . ,'-'*•.'.';.':"• ".";•.'.•:. -.-.'. 

(A) a licensed pharmacist in a State licensed pharmicy or a Federal facility, or 

(B) a licensed physician, 

on the prescription order for such individual patient made by a licensed physician or other 
licensed practitlohei' authorized by State law to prescribe drugsor 
(2XA) is by a licensed pharmacist or licensed physician in limited quantities before the receipt of a 
- valid prescription 1 order for such individual patient; and 

. • (B) Is based on a history of the licensed pharmacist or licensed physician receiving valid 
prescription orders for the compounding of the drug product, which orders have been generated 
solely within' an established relationship between — 



(UXD such Individual patient for whom thS prescription order will be provided; or 



<II) the physician a 



For CCH Explanation. 



[f 253B] {Requisites of Compounded Brag] . 



. (1) LICENSED PHARMACIST AND LICENSED' PHYSICIAN.— A drug product may be compounded under 
subsection (a) If the licensed pharmacist or licensed physician-^'- ."•'.-' 

(A) compounds the drug' product-using bulk drug substances^as defined 'in regulations of the 
Secretary pubtejKd at section 207.3(aX4) of title 21 of the Code of FederalRegulations— ' ... 



(I) comply with the standards' of an _„ , . .. . r — - - 

National Formulary monograph, if a monograph exists, and the United StateSPharmacb^ 



United States 



. - . poda chapter, on pharmacy compounding; - . 



,_., , „ at exist, are dru£'substahceVthat are components of 

drugs approved by the Secretary; or "''••;* „ :•■••'' 

(HO if such a monograph does pot exist and the drug substance is not a component of 



a. drug approved, by-. the- Secretary, that: appear oi 



i. list developed by.theSi 



through regulations issued by the Secretary, under subsection (d); 
.(ii) that .are manufactured by an establishment .that, is .registered under section 510 
(including a foreign establishment that is registered under section 510(0); and 

.(HI) that are accompanied by valid certificates of analysis for each bulk drug substance; 



. __ ig. ingredients (other than bulk drug substances) tl 

comply withthe standards of an applicable United States rtiarmacopoeia or National Formulary 
monograph, if a monograph exists, and the. United States Pharmacopoeia chapter on pharmacy . 
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